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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

^)M Responsive to connnnunication(s) filed on 29 April 2004 . 
2a)n This action is FINAL. 2b)M This action is non-final. 

3) 0 Since this application is in condition for allowance except for fomnal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) 13 Clainn(s) 8-11 and 35-37 is/are pending in the application. 
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5) 0 Claim(s) is/are allowed. 

6) ^ Claim(s) 8-11 and 35-37 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

1 0)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction Is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-152. 
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2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Continued Examination Under 3 7 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 . 17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 .17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. AppUcant's submission filed on 29 April 2004 has been entered. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such fUU, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 8-1 1 and 35-37 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 

comply with the written description requirement. The claim(s) contains subject matter, which 

was not described in the specification in such a way as to reasonably convey to one skilled in the 

relevant art that the inventor(s), at the time the application was filed, had possession of the 

claimed invention. Attention is directed to the decision in University of Rochester v. G.Z). Searle 

& Co. 68 USPQ2D 1424 (Fed. Cir. 2004) at 1428: 

To satisfy the written-description requirement, the specification must describe 
every element of the claimed invention in sufficient detail so that one of ordinary skill in 
the art would recognize that the inventor possessed the claimed invention at the time of 
filing. Vas-Cath, 935 F.3d at 1563; see also Lockwood v. American Airlines, Inc., 107 
F.3d 1565, 1572 [41 USPQ2d 1961] (Fed. Cir. 1997) (patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 



) 
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that "the inventor invented the claimed invention"); In re Gosteli, 872 F.2d 1008, 1012 
[10 USPQ2d 1614] (Fed. Cir 1989) ("the description must clearly allow persons of 
ordinary skill in the art to recognize that [the inventor] invented what is claimed"). Thus, 
an applicant complies with the written-description requirement "by describing the 
invention, with all its claimed limitations, not that which makes it obvious," and by using 
"such descriptive means as words, structures, figures, diagrams, formulas, etc., that set 
forth the claimed invention." Lockwood, 107 F,3d at 1572. 

4. For convenience, claims 35, 36, and 37, the only independent claims, are reproduced 
below. 

35. (Currently Amended) A laWed cor^lex, eorrpn^mgt 

a mrrittt pmMt seleet^d ftom the groisp c^nsisrtng; of a magnetic particle, cteg«^t paftfele, dielectric, 
chemotaetic mmmtgmism, s>^tbetio mmn bead, hUx partide, glass b^ad, gel substame, md a 
metallie partkle; 

a ijuniber target r^epiosns of Imph up to 10 microns each receptor haiving & itm ersd and a 
whereb the fmi end <^ mch r ecqa w is bonded wHh said earner partkle. 
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wherm mid ut$^t r«cept« are sMgle-stmBded m4mc mtd^ of predetermined base sequence, 

!BE}!i^vi.|^e of rRNA. a imm s^qu mm obtainai l>v 

dgnaturati)^ o nucleic agid or n mi\\xmci^ obiail)M | >y j^y^t^^sp^ 

md 

wberda said toget receptors bondrf with a single tmitr fmtkU have the sattie or diff^srent base 

u k^t II first typs? and a sectmd type labeled substance^ eacli labeled substance bonded U) fi^ctiort of 
the nuinbcr of targjet receptors at die s&cmd end of each receiptor, thereby f^^nriing labeled 
con^iex havteg a pfrcd^tcnBjjied laioJar ratia of ihi^ t>*pes irf labeled ^ubs^tec^s; 

wherein the otimbct md length of target recepior $ kijided to said cmrm particle h such that a m^m 

mflmme by energy inovement or quenching among the kb«kd substocses docs nm oc<Jur, thiereby 

enfeandntg discrtmjmiio^ by nmhk ^mim. 
36. (Cunently Amended) A labded compkXj coimpriMig: 

a carrier panklc selected from group coft sistkg of a tnagnetk i^rtick. ch^^rg^d piarticic, dh\ixtrk> 
chem^imim microorganism, ??yntheiic t^mn bead, btex pailick, glass tod, g«J fa^bstm^c^ atsd a 
it^etallit particle; 

a number of targ*Jt rcceptot^ of Jeitgth to lOinicmns imm, wherdn said target receptors are double 
stoided nuckic mid% of prcder^^imimd hm $tqmm^, each dot^Me stmttded mckic add bw^g 
3 fir^ isiJigk stosd si5d a wcond single stfa^d, ^^acb mngh ^ttmd having a fot md a seoond ert 
wherein fte target receptor a first end of a first sif^e %mnd bonded with $md earner, and 
vrfjerein mi larger re^^eptor$ borKted with a single carrier partScte \mm t\m mm^ or diflfer'ent basij 

whgdti the doublc-gilt^ndcd mi^kk mid is a base g^q ueiiteg; of a i^gng^ ba^e 
stQU£tK:e of mR HA. a base jsagquci^cfe of tlRHA.ii base ^q uetig<ts>fi&MA. Jt.lMg^egtjg^ 
obtained by mim iht p^Mmmt eham reacti<m. a base seque^K^ having ^ m^osmitjlon s^ ucnog 

md 

St hmi 5t fir$t typt< mi a secostd t)^e of labeled substatvc«, each kbekd sllbst^w^cc bonded to a firachon of 
the rtumber of toget receptors ^tt the seoond end of a ^^cond singlfr &tmd, thjertby forming a 
lateled complex having a predctermmed molar ratio of the types of labeled s.ubsrances; 

wherdis the nitmber m6 Imgth of m$^t teocptor^ bonded to md earner psarticle is stich that a m^int 
mdmm^ by mmgy movemm or qu^ncbin^ amoflg iM labeW ^iubsmnas^ does mi o^eur^ thot^by 
^rtecStitg discri»5ift^oo by mmmmx. 
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37. (Currently An^riW) A labeM complex, comp-ising: 

^ carrier prtkie sdi^ted fitim the group coasdsiiiig of mapctic parfete, cterpd pattvck^ dict^^rt:, 
cfeetm^ctic; micioorpnisii^, synihcHe ■mm. bead, ktex particte, glass hmd, gel si*fst5tnc€^, smd t 
metallic particle; 

a mmb&r of target t^^iors of tengih up to IQ|niamm imm whet^ift said ts^gti treceptors doubb 
swnded auckte mi4^ having ^ predctemimed %tqMm<it^ each dd^bk stranded nucleic acid 
feavjtig a first smgle stand and a second single strand, each mtgh straad having a fim and a 
^<!ind end, whe^^tn the tatgist receptcir has a second end of a first singte sifsnd bonded with mid 
carrier, wherein satd target receptors bonded with a single carria^ partdcle have the SMie or 
different base sequences^ wte<^rn the rfoRyc ^s^^^ a ba&e i^qu ^nce of ume, 

a \mm seQumce of tnRjNA. a tese seq uence of tRNA, a base sgqacTM:^ of tRNA. a ba ^ sequence 
dtojig^ ttsaction, a ha$a j>e q«eflc^ having & tcm^ nilionMit ^mm^: 

of u tmivMim mmm^M mm m4.3M^^ or a base Si^qu^g^ 

land 

at least a fiat type md a ^i^^^d type of iabekd 5^ubstoee, each labeled substance bonded to a fraction of 
the nun?b^ of target rec^&ptots at first mii of a first sijigk stmd, tfamb>^ fomjing a labelled 
compks having a prcdstermin^ molar mm of the t>Tpcs of labeled syb^taincc^; 

wbemB th« number and length of target reeeptors bonded to said tmim particle is sudh that a major 

influen^ee hy eriergy movetnmt or quetiching mwm§ ^ la^beled sufe^tanc^ does not occm, thereby 

othstnang di^fimimtion by smbk mmum. 

5. For purposes of examination, the claims have been interpreted as encompassing the use 
of any nucleic acid that has a length of up to 10 microns, and that said length can be based upon 
a linear form of a nucleic acid as well as a nucleic acid that has a secondary or tertiary structure 
so long and the conformation of the nucleic acid presents a length in at least one dimension of up 
to 10 microns. 

6. In accordance with claims 35-37, the nucleic acid has been interpreted as being 
comprised of a complete "gene," which has been interpreted as encompassing promoter 
region(s), exons and introns. Said gene has been interpreted as being virtually any and all genes, 
form any life form and that the *gene" can be presented in both complete of fragmented form. 
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Said nucleic acid has also been interpreted as encompassing mRNA, tRNA, rRNA, a sequence 
obtained by polymerase chain reaction, a nucleic acid that has a restriction site at one end, a 
sequence that is generated by annealing as well as a nucleic acid generated by action of a DNA 
ligase. 

7. Said labeled complex has also been interpreted as encompassing an infinite number of 
different nucleic acids. 

8. In each instance, the nucleic acid component has been interpreted as having a 
"predetermined base sequence " 

9. The complex of claims 35-37 has also been interpreted as requiring not only prior 
knowledge of the base sequence of any of the aforementioned nucleic acid embodiments, but that 
the at least two labeling substances are bound to different fractions of any number of target 
receptors and that the labeled complex has a "predetermined molar ration of the types of labeled 
substances." 

10. US Patent 6,465,241 B2 (Haronian et al.), column 14, second full paragraph, teach that 
the length of axial rise per nucleotide in DNA is 3.3 Angstroms or 3.3 x lO""^ micrometers. In 
view of this teaching, applicant's single stranded nucleic acid of a predetermined length would be 
30,303 nucleotides long. Accordingly, applicants nucleic acid of a predetermined base sequence, 
be it a gene, tRNA, rRNA, mRNA, PGR product, comprising a restriction site at one end, is the 
product of annealing or of synthesis, would have a length up to 30,303 bases. 

11. A review of the disclosure fails to find an adequate written description of any one 
embodiment where a nucleic acid has a length of 30,303 bases, be said nucleic acid tRNA, 
mRNA, rRNA, a gene, etc. 
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12. A review of the disclosure fails to find where any Sequence Listing of any nucleic acid 
has been provided. Yet, as seen in independent claims 35-37, the claims are drawn to a complex 
that is required to comprise nucleic acids of a predetermined sequence. 

13. The failure of the disclosure to set forth any nucleic acids of a predetermined sequence 
and be labeled with different labels in a "predetermined molar ratio," even when the nucleic 
acids have the same length and differ by but a single nucleotide does not reasonably suggest that 
applicant had possession of such a complex. Further, the absence of a description of such 
mandatory components fails to satisfy the written description requirement of 35 USC 112, first 
paragraph. It appears that applicant is attempting to satisfy the written description requirement 
of 35 USC 1 12, first paragraph, through obviousness. Obviousness, however, cannot be reUed 
upon for satisfaction of the written description requirement. In support of this position, attention 
is directed to the decision in University of California v. Eli Lilly and Co. (Fed. Cir. 1997) 43 
USPQ2d at 1405, cxtmgLockwoodv, American Airlines Inc, (Fed. Cir. 1997) 41 USPQ2d at 
1966: 

Recently, we held that a description which renders obvious a claimed invention is not 
sufficient to satisfy the written description requirement of that invention. 

For the above reasons, and in the absence of convincing g evidence to the contrary, claims 8-11 
and 35-37 are rejected under 35 USC 1 12, first paragraph, as failing to comply with the written 
description requirement. 
Response to arguments 

14. At page 9 of the response received 29 April 2004, applicant asserts that they have 
provided an adequate written description of the claimed complex, asserting that the nature of 



Application/Control Number: 09/744, 1 46 Page 8 

Art Unit: 1634 

nucleic acids was known and described in the specification. Argument is also provided that 
sequencing was known in the art at the time of the invention. Attention is also directed to US 
Patent 5,171,534. 

15. The above arguments have been fully considered and have not been found persuasive 
towards the withdrawal of the rejection. As an initial matter, it is noted that each appUcation is 
considered on its own merits. Accordingly, the aspect of what was or was not issued in another 
appUcation does not control the prosecution of the instant application. 

16. Furthermore, the claims of US Patent 5, 1 7 1 , 53 4 are not drawn to nucleic acid compound, 
but rather, are drawn to a system for electrophoretic analysis of oligonucleotide fragments. 
Unlike the claims of the '534 patent, the instantly claimed complex is required to comprise 
nucleic acids of a predetermined sequence, have a predetermined molar ratio. The specification 
provides no description of any nucleic acids that have a predetermined nucleotide sequence and 
which also exist in a predetermined molar ratio on a carrier molecule, and that such an 
artangement that there is no "major influence by energy movement or quenching among the 
labeled substances." 

17. To the extent that the specification is asserted t provide an adequate written description of 
the molecules, it is noted that the description provided is generic m that it describes the nucleic 
acids as being DNA, mRNA, rRNA, tRNA, the product of an amplification reaction, etc. Such 
descriptions are not considered to constitute an adequate written description of any nucleic acid 
of a "predetermined sequence," much less provide an adequate written description of virtually an 
infinite number of nucleic acids of both predetermined nucleotide sequence, predetermined 
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molar ratio, and being such that there is no "major influence by energy movement or quenching 
among the labeled substances." 

18. While the claims recite how they re to function, the specification does not teach what 
nucleotide sequences can be brought together. In short, the specification has not provided an 
adequate description of the structure of nucleic acids that permit the required function. 

19. Therefore, and in the absence of convincing evidence to the contrary, claims 8-1 1 and 35- 
37 are rejected under 35 USC 1 12, first paragraph, as failing to comply with the written 
description requirement. 

20. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

21 . Claims 8-1 1 and 35-37 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

22. The term "major" in claims 35-37 is a relative term that renders the claims indefinite. 
The term "major" is not defined by the claims, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be reasonably 
apprised of the scope of the invention. Claims 8-1 1, which depend from said claims 35-37, fail 
to overcome this issue and are similarly rejected. 

23 . Claims 3 5-37 are indefinite a to how one obtains a predetermined base sequence when 
simply denaturing double stranded nucleic acids. Seemingly one can denature virtually any 
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nucleic acid, or mixture of nucleic acids by heating the mixture, yet such separation would not 
necessarily result in the identification as to how any predetermined sequence, or predetermined 
molar ratio of nucleic aids is achieved. Claims 8-11, which depend from claims 35-37, fail to 
overcome this issue and are similarly rejected. 

Claim Rejections - 35 USC § 102/103 

24. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the apphcant for a patent. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

25. The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

26. The following is a quotation of 35 U.S.C, 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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27. The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are appUed for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3 . Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

28. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(aX the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the appUcability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

29. Claims 8-1 1 and 35-37 are rejected under 35 U.S.C. 102(a and e) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over US Patent 6,124,092 (O'Neil et al.). 

30. O'Neil et al, disclose the immobilization of "recovery primers" and "recovery tags" 
(nucleic acid probes and nucleic acid primers; applicants' "target receptors" and "single-stranded 
nucleic acids of a predetermined base sequence'). 

3 1 . O'Neil et al,, column 16, provides a Hsting of various solid supports (appUcants' carrier 
particle) to which one or more nucleic acids are bound. 

32. O'Neil, column 1 1, teaches that the nucleic acids can be labeled with any of a variety of 
labels, including fluorescent labels, chemiluminescent labels, etc. 
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33 . O'Neil et al., column 6, teaches that in one embodiment the nucleic acid can be of from 
18-36 nucleotides long (primers). O'Neil et al., also discloses performing primer extension 
reactions, where a fluorescently labeled chain terminator is incorporated into the primer 
extension product. The aspect of creating a single stranded nucleic acid that is bound to a soUd 
support (carrier) at one end and has a label a the other end (chain terminated sequencing reaction 
product) is considered to meet the limitation that the immobilized nucleic acids can be of 
considerably longer length, e.g., tens of thousands of nucleotides long, 

34. O'Neil t al., are considered to meet the hmitation that the nucleic aids are present in a 
predetermined molar ratio as they are disclosed as being used in PGR and sequencing assays, 
which require the usage of known concentrations of reactants. 

35. In the event that O'Neil et al, do not anticipate the claimed invention, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to prepare a 
compound comprising nucleic acids immobilized to a carrier where the nucleic acids are of a 
predetermined sequence, are labeled at the end opposite to that bound to the carrier, and are 
present in a predetermined molar ratio as such is disclosed as being useful in conducting 
hybridization assays, amplification assays, and sequencing assays. 

36. For the above reasons, and in the absence of convincing evidence to the contrary, claims 
8-1 1 and 35-37 are rejected under 35 U.S.C. 102(a and e) as anticipated by or, in the alternative, 
under 35 U.S.C, 103(a) as obvious over US Patent 6,124,092 (O'Neil et al.). 
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Conclusion 

37. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

38. If attempts to reach the examiner by telephone are unsuccessful, the examiner' s 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

39. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubhshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 



BLS 

12 May 2004 



